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April 18,2018
A4051-01 [OLAW Case U]

Ms. V. Kay Holt '

Deputy Director, National Health and
Environment Effects Research Laboratory

U.S. Environmental Protection Agency
EPA-MD-B305-01, 109 T.W. Alexander Drive
Research Triangle Park, NC 27709

Dear Ms. Holt,

The Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of your April 17, 2018 letter
reporting an instance of noncompliance with the PHS Policy on Humane Care and Use of Laboratory
Animals at the EPA National Health and Environmental Effects Research Laboratory, following up on an
initial telephone report on March 8, 2018. According to the information provided, OLAW understands
that due to problems with the electronic animal procurement system, more rats than approved on the

protocol were ordered and received.

The immediate action taken upon discovery consisted of cancelling the pending order. The protocol was
amended to account for the additional rats, a spread sheet will be used to track animals, animal users have
been alerted to the problem and advised to use spread sheets, and a new animal procurement and tracking

system is under development.

Based on its assessment of this explanation, OLAW understands that measures have been implemented to
correct and prevent recurrence of this problem. OLAW concurs with the actions taken by the institution to

comply with the PHS Policy.
Sincerely,

Koo WIAH, ams, o

Axel Wolff, M.S., D.V.M.
Deputy Director
Office of Laboratory Animal Welfare

ce: TACUC Chair



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
National Health and Environmental Effects Research Laboratory
Research Triangle Park, NC 27711

OFFICE OF
RESEARCH AND DEVELOPMENT

April 17.2018

Dr. Brent Morse. Acting Director
Division of Compliance Oversight
Office of Laboratory Animal Welfare
Rockledge One, Suite 360

6705 Rackledge Drive. MSC-7982
Bethesda, MD 20892-7982

Dear Dr. Morse:

The purpose of this letter is to describe a non-compliance issuc at our institution (OLAW Assurance
number: A4051-01). which was identified March 5, 2018, and to inform your office of the [ACUC’s
disposition of the issuc. Your office was given a preliminary notification of the incident via telephone
contact to Dr. Axel Wolff from our IACUC Chair (Dr. Michacl G. Narotsky) on March 8. 2018.

The non-compliance involves flaws in our electronic animal procurement sysiem and, consequently, a
principal investigator’s (PI's) laboratory ordering and receiving more rats than authorized on their
IACUC-approved protocol. An explanation of the incident and corrective actions taken by the Pl and

the IACUC are provided below.

Our in-house electronic animal procurement system allows each P1 (or designate) to place animal
requests toward their IACUC-approved protocol. With each request, the system presents an
accounting of the animals authorized and already shipped on the protocol. and, theoretically, precludes
users from ordering more animals than the protocol is authorized to reccive. However. the system is
flawed in that it does not properly account for animals transferred to the protocol. nor for animals
ordered. but not vet received. Both flaws came into play recently when the PI's laboratory manager
placed three orders in quick succession. The system showed that the protocol seemingly had an
allowance of 47 animals to order. but had only 2 animals left to order (because it was not accounting
for a previous transfer. nor was it accounting for a pending shipment from a previous order).
Subsequently, the system allowed receipt of the shipment from the previous order as well as two of the
three shipments [rom the most recent order. The system did recognize the pending arrival of the final
shipment as going over the authorized limit and triggered a partial cancelation of the order. alerting the
P1. At this point. the laboratory manager promptly alerted the Animal Rescarch Program Office
(ARPO) and the remaining order was immediately cancelled. The Pl promptly amended the protocol
10 increase animal numbers and to justify the additional animals; the IACUC reviewed and approved
the amendment on March 12, 2018, and the protocol has been brought back into compliance.



To prevent recurrences of this type of noncompliance, the PI and lab manager have developed a
spreadsheet to better track animal usage for each of their animal protocols. Furthermore, the IACUC
Chair has alerted the other animal researchers of the flaws in the animal procurement system and
shared examples of animal-tracking spreadsheets that may be used to better track animal usage.
Finally, a new animal procurement system is under development to replace the current flawed system
and roll-out is expected in FY2019.

We hope these measures satisfactorily address the issue. Please contact Michael Narotsky
el ) i you have any questions or comments.
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V. Kay Holt

Deputy Director, NHEERL
Institutional Official
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Michael G. Narotsky, PhD
NHEERL IACUC Chair

cc:
Dr. Leslie Jarrell, Attending Veterinarian

Jaimie Graff, Director of Animal Resources Program Office
AAALAC, International
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